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Remarks 

Claims 1, 19-20 and 23 are amended herein. Claim 42 is canceled herein as being drawn to 
non-elected subject matter. Applicants expressly reserve the right to prosecute any deleted subject 
matter in a divisional or continuation application. New claim 48 is added herein. Applicants note that 
this new claim is directed only to subject matter previously searched and considered by the Examiner 
(see claims 20, 23 and 40, all of which are currently pending). 

This response is submitted within two months of the mailing date of the final Office action. 
Applicants believe that the application will be in condition for allowance following entry of this 
amendment. In the unlikely event that an Advisory Action is issued and that it is not mailed until after 
the end of the three month shortened statutory period, then it is the Applicant's understanding that the 
shortened statutory period will expire on the date the advisory action is mailed, and any extension fee 
will be calculated from the mailing date of the Office action. 

Following entry of this amendment, claims 1-7, 10-30, 33-41 and 43-48 are pending. 
Applicants believe no new matter is added herein. 

Information Disclosure Statements 

Applicants thank the Examiner for considering the Information Disclosure Statements filed on 
October 7, 2003, October 26, 2006, and February 20, 2007. 

Applicants believe the present application is in condition for allowance. To comply with the 
duty of disclosure, Applicants would like to ensure that the Examiner is aware of co-pending U.S. 
Application No. 10/499,597; U.S. Application No. 09/136,138; U.S. Application No. 11/131,672; 
09/958,713; U.S. Application No. 11/595,211; U.S. Application No. 10/194,035; U.S. Application No. 
10/206,407; U.S. Application No. 10/484,991; U.S. Application No. 10/486,755; U.S. Application No. 
10/489,839; U.S. Application No. 10/666,022; U.S. Application No. 10/682,130; U.S. Application No. 
10/533,634; U.S. Application No. 10/523,273; U.S. Application No. 11/579,518, all of which list 
Dennis Klinman as an inventor. 
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Examiner Interview 

Applicants thank the Examiner for the telephone conference, wherein the rejections under 35 
U.S.C. § 1 12, first paragraph, and the proposed claim amendments, were discussed. 

Rejections Under 35 U.S.C. § 1 12, First Paragraph 

Claims 1-41 were rejected under 35 U.S.C. § 1 12, first paragraph as allegedly not being 
enabled by the specification. Applicants thank the Examiner for stating that that the specification is 
enabling for a method of treating inflammatory lung disease by administering a therapeutically 
effective amount of an oligodeoxynucleotide (ODN) with the nucleic acid sequence set forth as SEQ 
ID NO: 1 . Each of the points raised in the Examiner's Response to the [previous] Arguments by the 
Applicants (see page 5-8 of the Office action) are addressed below: 

A) The Office action accepts that the claims are limited to specified ODNs, and that the claims 
are limited to methods of treatment. However, the Office action asserts that the claimed methods are 
only enabled for the use of ODNs of the lengths shown in Table 1 ; as a specific oligodexoynucleotide 
of 10 nucleotides in length is not shown in Table 1, one of skill in the art allegedly could not make an 
ODN of 10 nucleotides in length that is effective. Applicants respectfully disagree with this assertion. 

However, solely to advance prosecution, the claims are limited to the use of ODNs of at least 
12 nucleotides in length and at most 30 nucleotides in length. Applicants note that an exemplary ODN 
sequence of use that is 12 nucleotides in length is specifically listed in Table 1 (see SEQ ID NO: 6); 
the remaining ODN sequences (SEQ ID NOs: 1-5 and SEQ ID NOs: 7-25) shown in Table 1 are less 
than 30 nucleotides in length. Thus, the amendments to the claims render the rejection moot. 

B) The Office action acknowledges that the methods for the treatment of inflammatory lung 
disease are enabled by the specification. However, the Office action asserts that the Applicants have 
not demonstrated prevention of lung disease. Thus the Office action asserts that the inhibition of lung 
disease using the claimed ODNs is not enabled by the specification. Applicants respectfully disagree 
with this assertion. 
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Applicants note that by "treating" inflammatory lung disease, the symptoms of the disease 
would be inhibited. In addition, by "preventing" inflammatory lung disease, the symptoms of the 
disease would be inhibited. Solely to advance prosecution, the claims have been amended to recite that 
claimed methods are for "treating" inflammatory lung disease, thereby rendering the rejection moot. 

C) The Office action confirms that the synthesis of ODNs is well known in the art, and that the 
administration of these ODNs is also known in the art. The Office action also confirms that there are 
art-recognized models of inflammatory lung disease. 

D) The Office action confirms that the level of skill of one of ordinary skill in the art, such as a 
molecular biologist or pulmonologist is high, 

E) The Office action confirms that there are art recognized models, formulations, and that 
routes of administration are routine. However, the Office action again asserts that only methods of 
treatment that utilize a more limited set of ODNs are enabled by the specification. These assertions 
were addressed under A and B above. 

F) The Office action confirms that specific characteristics of ODNs of use have been provided 
in the specification, that pharmaceutical compositions and methods of administering these ODNs are 
provided, and that methods for confirming the effectiveness of an ODN of use are provided. However, 
the Office action asserts that no methods for preventing inflammatory lung disease are provided, and 
that no specific nucleotide sequences in the lower range (10 nucleotides) were provided. As noted in 
points A and B, the amendment of the claims renders these rejections moot. 

G) The Office action acknowledges the presentation of a number of working examples, such as 
on page 21 and in SEQ ID NOs: 1-25, and confirms that working examples of the treatment of an 
inflammatory disease are presented in the Examples section. However, the Office action states that 
there is no working example "for treating inflammatory lung disease in vitro" or for "preventing 
inflammatory lung disease." As the claims are amended herein to be limited to methods of treating 
inflammatory lung disease in a subject, Applicants believe that these rejections are moot (see also A 
and B above). 

H) The Office action acknowledges that there is ample guidance provided on the synthesis of 
ODNs and for formulations for the delivery of ODs. However, the Office action states that there is no 
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working example "for treating inflammatory lung disease in vitro" and states that there is only 
guidance for "treating inflammatory lung disease in vivo." As the claims are amended herein to be 
limited to methods of treating inflammatory lung disease in a subject, Applicants believe that the 
claims are directed to the subject matter considered enabled by the Examiner (see also A, B and G, 
above). 

The claims as amended are directed to subject matter that was confirmed by the Examiner to be 
enabled by the specification. As such, reconsideration and withdrawal of the rejection is respectfully 
requested. 



Claims 1-41 were rejected under 35 U.S.C. § 1 12, first paragraph, as allegedly there is 
insufficient written description for the claimed methods. The Office action acknowledges (see page 
10) that the physical characteristics of ODNs of use are set forth in the specification, general classes of 
these ODNs that have the characteristic are provided in the specification, 25 examples of specific 
ODNs of use are also provided in the specification and sequence listing, pharmaceutical compositions 
and methods of administration are adequately described in the specification. However, the Office 
action alleges that the range of 10-30 nucleotides in length is not specifically described. Specifically 
the Office action alleges that the lower limit of 10 nucleotides in length is not described, as none of the 
exemplary ODNs provided in the specification are 10 nucleotides in length. Applicants respectfully 
disagree with this assertion. 

As discussed in the prior response, an applicant seeking to claim a genus of compounds, such 
as a nucleic acid must provide a "representative" number of species within the genus. It is well 
established that an Applicant need not disclose every species encompassed by a claim (In re Angstadt, 
537 F.2d 498, 190 USPQ 214 (CCPA 1976)). In the present application, ODNs with specific physical 
and stereochemical properties are disclosed. The structure of these molecules is clearly set forth. In 
addition, 25 examples are provided. It is routine for one of skill in the art to synthesize ODNs, such as 
an ODN of 10 nucleotides in length with the recited properties. Thus, there clearly is sufficient written 
description for ODNs with the claimed characteristics that are 10 nucleotides in length. 
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However, solely to advance prosecution, the claims have been limited to methods for treating 
inflammatory lung disease that utilize an ODN with the specified characteristics of at least 12 
nucleotides in length. As discussed with Examiner Archie, ODNs of 12 nucleotides in length is 
specifically of use in the claimed methods, and the use of these ODNs is described throughout the 
specification (see, without limitation, pages 20-21, Table 1 and SEQ ID NO: 6 in the specification). 
Exemplary ODNs of 16 nucleotides in length that are of use in the claimed methods are also described 
in the specification (see Table 1 and SEQ ID NOs: 1, 7, and 17-19). Additional exemplary ODNs of at 
least 12 nucleotides in length and at most 30 nucleotides in length are also provided in the specification 
(see Table 1 and SEQ ID NOs: 2, 3-5, 8-16 and 20-25). Thus, there clearly is sufficient written 
description for the claimed methods. Reconsideration and withdrawal of the rejection is respectfully 
requested. 

Conclusion 

Applicants believe the present application is ready for allowance, which action is requested. If 
any matters remain to be discussed before a Notice of Allowance is issued, Examiner Le is respectfully 
requested to contact the undersigned for a telephone interview at the telephone number listed below. 



Respectfully submitted, 



KLARQUIST SPARKMAN, LLP 



One World Trade Center, Suite 1600 
121 S.W. Salmon Street 
Portland, Oregon 97204 
Telephone: (503) 595-5300 
Facsimile: (503) 595-5301 



By 
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